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21 CFR Ch. I (4–1–12 Edition) § 868.5320 

§ 868.5320 Reservoir bag. 
(a) Identification. A reservoir bag is a 

device, usually made of conductive rub-
ber, intended for use in a breathing cir-
cuit as a reservoir for breathing gas 
and to assist, control, or monitor a pa-
tient’s ventilation. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 61 
FR 1120, Jan. 16, 1996; 66 FR 38794, July 25, 
2001] 

§ 868.5330 Breathing gas mixer. 
(a) Identification. A breathing gas 

mixer is a device intended for use in 
conjunction with a respiratory support 
apparatus to control the mixing of 
gases that are to be breathed by a pa-
tient. 

(b) Classification. Class II (perform-
ance standards). 

§ 868.5340 Nasal oxygen cannula. 
(a) Identification. A nasal oxygen 

cannula is a two-pronged device used to 
administer oxygen to a patient through 
both nostrils. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 59 
FR 63007, Dec. 7, 1994; 66 FR 38794, July 25, 
2001] 

§ 868.5350 Nasal oxygen catheter. 
(a) Identification. A nasal oxygen 

catheter is a device intended to be in-
serted through a patient’s nostril to 
administer oxygen. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 59 
FR 63007, Dec. 7, 1994; 66 FR 38794, July 25, 
2001] 

§ 868.5365 Posture chair for cardiac or 
pulmonary treatment. 

(a) Identification. A posture chair for 
cardiac or pulmonary treatment is a 

device intended to assist in the reha-
bilitation and mobilization of patients 
with chronic heart or lung disease. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 54 
FR 25048, June 12, 1989; 66 FR 38794, July 25, 
2001] 

§ 868.5375 Heat and moisture con-
denser (artificial nose). 

(a) Identification. A heat and moisture 
condenser (artificial nose) is a device 
intended to be positioned over a tra-
cheotomy (a surgically created opening 
in the throat) or tracheal tube (a tube 
inserted into the trachea) to warm and 
humidify gases breathed in by a pa-
tient. 

(b) Classification. Class I (general con-
trols). The device is exempt from the 
premarket notification procedures in 
subpart E of part 807 of this chapter 
subject to the limitations in § 868.9. 

[47 FR 31142, July 16, 1982, as amended at 61 
FR 1120, Jan. 16, 1996; 66 FR 38795, July 25, 
2001] 

§ 868.5400 Electroanesthesia appa-
ratus. 

(a) Identification. An 
electroanesthesia apparatus is a device 
used for the induction and mainte-
nance of anesthesia during surgical 
procedures by means of an alternating 
or pulsed electric current that is 
passed through electrodes fixed to a pa-
tient’s head. 

(b) Classification. Class III (premarket 
approval). 

(c) Date PMA or notice of completion of 
a PDP is required. A PMA or notice of 
completion of a PDP is required to be 
filed with the Food and Drug Adminis-
tration on or before December 26, 1996 
for any electroanesthesia apparatus 
that was in commercial distribution 
before May 28, 1976, or that has, on or 
before December 26, 1996 been found to 
be substantially equivalent to an 
electroanesthesia apparatus that was 
in commercial distribution before May 
28, 1976. Any other electroanesthesia 
apparatus shall have an approved PMA 
or a declared completed PDP in effect 
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